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Examiner's report no. 2 on patent application no. 45033/99 
by F.HOFFMANN-LA ROCHE AG . - 

Last proposed amendment no. 2 

Dear Madam/Sir, 

Thank you for the reply of 20 November 2002 to the last report. My report is based on the 
specification as if amended by the. statement of proposed amendments filed with that reply and dated 
the same. I have considered it and believe that there are lawful grounds of objection to the application 
as proposed to be amended. These grounds of objection are: 

5. Objections 2 and 3 are maintained. The claims are not fairly based on the invention described in 
the description. The attorney has submitted that the invention resides in the combination therapy 
of PEG-IFN-a conjugate and Ribavirin, and that the PEG-IFN-a dose can be administered during 
the same or different period of time that the patient receives dosage of Ribavirin: It is understood 

. that PEG-IFN-a may be administered at different times to Ribavirin, however the invention 
resides in a synergistic effective amount of both compounds being within the body to treat chronic 
Hepatitis C infection. This is supported by the attorney's submissions where it is stated a 
synergistic effect is seen on the table on page 7, the synergistic effect is established where a 
synergistic effective amount of each compound is present in the body. As currently drafted the 
claim encompasses the individual use of each compound, and is not limited to the use of each 
compound where there is a synergistic effective amount of each compound. As the claims 
encompass the individual use of each compound, the claims are not fairly based on the invention 
described in the description. 

6. The application is not for a manner of new manufacture within the meaning of Sub-section 18(1) 
of the Patents Act. In claims 9,15 and dependent claims all that is defined is a collocation of 
known components. I do not see any new or improved result arising from any working inter- 
relationship between these components. As currently drafted the claim encompasses the 
individual components with no synergistic relationship between them. 

7. Claims 9,15 and dependent claims lacks clarity. It is unclear if the claim is directed towards a 
collocation or a method of using the collocation. 

8. Claim 9,15 and dependent claims are not novel and do not involve an inventive step when 
compared to the following prior art documents: 



Patents-Trade marks-D^is 



.a. Monkarsh SP et al, A'^^Pochem, 1997, 247, pages 434-440. Th-- Aument dislcoses PEG- 
* IFN-a. - C l j W 
• b. PUBMED ABSTRACT Accession Number: 8681488;"Nieforth KA at al, Clin Pharmacol 
Ther, Jun 1996, 59(6), pages 636-46. This document dislcoses PEG-IFN-a. — C / 

c. PUBMED ABSTRACT Accession Number: 9326 1 77 ; Telfer PT et al, Br J Haematol, Sept 
1997, 98(4) pages 850-5. This document discloses ribavirin. 

d. PUBMED ABSTRACT Accession Number 1 1322259; Hayden FG et al, Antivi Ther, Jan 
1996, 1(1) pages 51-6. This document discloses ribavirin. C / 3 

. As currently drafted the claim encompasses the individual components with no synergistic 
relationship between them. Furthermore the claims merely have to be suitable for use to treat . 
chronic Hepatitis C infection and not limited to "when used". 

9. The invention defined in the claims does not involve an inventive step when compared with the 
following the prior art document: PUBMED ABSTRACT Accession Number: 9326177 ; Telfer 
PT et al, Br J Haematol, Sept 1997, 98(4) pages 850-5. This document discloses the use of 
combination therapy of chronic Hepatitis C using interferon-cc and ribavirin. This document is 
related to a similar problem to the applicant's problem. The problem in the current application is 
to provide a treatment for chronic Hepatitis C. It is well known that conjugating cytokines with 
PEG improves cytokine stability. Therefore a person skilled in the art would be influenced to use 
. PEG-IFN-a in combination with ribavirin to treat chronic Hepatitis C. For this reason a person 
skilled in the art would directly and without difficulty by routine steps, arrive at a solution which 
is the same as the claimed solution, and therefore the claimed invention lacks an inventive step. . 

NOTE: I apologise for introducing new citations at this stage of examination, however these were 
found when searching the newly drafted claims. 

You have until 24 September 2003 to overcome all my objection(s) otherwise your application will 
lapse. You will need to pay a monthly fee for any response you file after 12 months from the date of 
the first report. 



. Yours faithfully, 




ANTHONY MURFETT 
Examiner of Patents, Section B3 
Telephone: (02) 6283 2243 



Telephone contact: SHUBHRA CHANDRA 
Senior Examiner of Patents 
Telephone: (02) 6283 2264 
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Re: Australian Patent Application No. 45033/99 
F. Hoffinann-La Roche AG 

Title: Use of PEG-IFN-alpha and Ribavirin for the Treatment of Chronic 

Hepatitis C 
Your Ref: 20107 
Due Date: 24 December 2002 

A further report has been received from the Australian Patent Office in relation to the above 
patent application. This report is enclosed for your consideration. 

Please note that the nominal deadline for acceptance is 24 December 2002, and the absolute 
final date for acceptance is 24 September 2003. Monthly extension fees are payable if a 
response is lodged after the first mentioned date. 

Items 5 and 6 

The Examiner has maintained the second and third objections of his first report in respect of 
the claims filed at the Australian Patent Office with our response of 15 November 2002. The 
Examiner has maintained his objection that the claims do not define the invention and are 
therefore not a manner of new manufacture on the basis that the claims do not define that a 
synergistic effective amount of each component must be administered in order to treat 
chronic hepatitis C infection. Accordingly, this objection can be overcome by amending the 
claims to define that there is a synergistic effective amount of each component present within 
the body. Please confirm with us that you are happy to make this amendment. 

Items 7 and 8 

The Examiner is objecting to claims 9 and 1 5 which are of the form "X when used. 
These objections should be overcome when the claims are amended to define the synergistic 
relationship between the individual components and we also propose to amend the wording 
of these claims to clarify that they are limited to treating chronic hepatitis C infection. We 
also propose to argue against the Examiner's seventh objection, as it is clear that claims 9 and 
15 are directed towards the combination therapy of PEG-IFN-a conjugate and Ribavirin 
when used in treating chronic hepatitis C infections. 



Brtte so 
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Item 9 

The Examiner is arguing that all the claims lack inventive step in light of the prior art 
document PUBMED ABSTRACT Accession No: 9326177; Telfer PT et al, British Journal 
of Haematology, September 1997, 98(4), pages 850-855. The Examiner is arguing that this 
document discloses the use of combination therapy of chronic hepatitis C using interferon-a 
and ribavirin. The Examiner argues that this document is related to the present problem 
addressed by the present application. The Examiner argues that it is well known that 
conjugating cytokines with PEG improves cytokine stability. Accordingly, the Examiner 
argues that a person skilled in the art would be influenced to use PEG-IFN-a in combination 
with ribavirin to treat chronic hepatitis C. The Examiner concludes that a person skilled in 
the art would therefore arrive at the claimed solution by taking routine steps only and 
therefore the claimed invention lacks an inventive step. 

We look forward to receiving your comments concerning this objection. 

Voluntary Amendments 

Please advise whether you wish to make any further amendments to the claims (other than 
those suggested above) when responding to the enclosed Office Action. We advise that new 
matter can be inserted into the specification, however, that matter cannot be claimed. 

We look forward to receiving your instructions prior to 24 March 2003, in order that we may 
prepare and file a response at the Australian Patent Office and so put this application in order 
for acceptance. In the meantime, if you have any questions or comments concerning the 
above, please do not hesitate to contact us. 

Our debit note is enclosed for your kind attention. 

We remind you that there is a continuing obligation to disclose search results to the 
Australian Patent Office in respect of searches conducted prior to grant of the Australian 
patent. Please see our earlier correspondence for details of this obligation. Please also note 
that a transitional provision, which has recently been amended, extends the initial deadline 
for disclosing search results to 1 June 2003. if it would otherwise fall before then. 

Yours sincerely 

SPRUSON & FERGUSON 
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Australia 

Phone +61 -2 6283 2999 
Facsimile +61 -2 6283 7999 
Internet http://www.ipaustralia.gov.au 
ABN 38 113 072 755 

28 November 2002 

Shahnaz Irani 

SPRUSON & FERGUSON 
GPO Box 3898 
SYDNEY NSW 2001 

YourRef :532290:SSI 

Examiner's report no; 2 on patent application no. 45033/99 
by RHOFFMANN-LA ROCHE AG 

Last proposed amendment no. 2 

Dear Madam/Sir, 

Thank you for the reply of 20 November 2002 to the last report. My report is based on the 
specification as if amended by the statement of proposed amendments filed with that reply and dated 
the same. I have considered it and believe that there are lawful grounds of objection to the application 
as proposed to be amended. These grounds of objection are: 

5. Objections 2 and 3 are maintained. The claims are not fairly based on the invention described in 
the description. The attorney has submitted that the invention resides in the combination therapy 
of PEG-IFN-a conjugate and Ribavirin, and that the PEG-IFN-a dose can be administered during 
the same or different period of time that the patient receives dosage of Ribavirin; It is understood 
that PEG-IFN-a may be administered at different times to Ribavirin, however the invention 
resides in a synergistic effective amount of both compounds being within the body to treat chronic 
Hepatitis C infection. This is supported by the attorney's submissions where it is stated a 
synergistic effect is seen on the table on page 7, the synergistic effect is established where a 
synergistic effective amount of each compound is present in the body. As currently drafted the 
claim encompasses the individual use of each compound, and is not limited to the use of each 
compound where there is a synergistic effective amount of each compound. As the claims 
encompass the individual use of each compound, the claims are not fairly based on the invention 
described in the description. 

6. The application is not for a manner of new manufacture within the meaning of. Sub-section 18(1) 
of the Patents Act. In claims 9,15 and dependent claims all that is defined is a collocation of 
known components. I do not see any new or improved result arising from any working inter- 
relationship between these components. As currently drafted the claim encompasses the 
individual components with no synergistic relationship between them. 

7. Claims 9, 1 5 and dependent claims lacks clarity. It is unclear if the claim is directed towards a 
collocation or a method of using the collocation. 

8. Claim 9,15 and dependent claims are not novel and do not involve an inventive step when 
compared to the following prior art documents: 



1/ 




a. Monkarsh SP et al, Anal Biochem, 1997, 247, pages 434-440. This document dislcoses PEG- 
IFN-a. 

b. PUBMED ABSTRACT Accession Number: 8681488; Nieforth KA at al, Clin Pharmacol 
Ther, Jun 1996, 59(6), pages 636-46. This document dislcoses PEG-IFN-a. 

c. PUBMED ABSTRACT Accession Number: 9326 177 ; Telfer PT et al, Br J Haematol, Sept 
1997, 98(4) pages 850-5. This document discloses ribavirin. 

d. PUBMED ABSTRACT Accession Number 1 1322259; Hayden FG et al, Antivi Ther, Jan 
1996, 1(1) pages 51-6. This document discloses ribavirin. 

As currently drafted the claim encompasses the individual components with no synergistic 
relationship between them. Furthermore the claims merely have to be suitable for use to treat 
chronic Hepatitis C infection and not limited to "when used". 

9. The invention defined in the claims does not involve an inventive step when compared with the 
following the prior art document: PUBMED ABSTRACT Accession Number: 9326177 ; Telfer 
PT et al, Br J Haematol, Sept 1997, 98(4) pages 850-5. This document discloses the use of 
combination therapy of chronic Hepatitis C using interferon-a and ribavirin. This document is 
related to a similar problem to the applicant's problem. The problem in the current application is 
to provide a treatment for chronic Hepatitis C. It is well known that conjugating cytokines with 
PEG improves cytokine stability. Therefore a person skilled in the art would be influenced to use 
PEG-IFN-a in combination with ribavirin to treat chronic Hepatitis C. For this reason a person 
skilled in the art would directly and without difficulty by routine steps, arrive at a solution which 
is the same as the claimed solution, and therefore the claimed invention lacks an inventive step. 

NOTE: I apologise for introducing new citations at this stage of examination, however these were 
found when searching the newly drafted claims. 

You have until 24 September 2003 to overcome all my objection(s) otherwise your application will 
lapse. You will need to pay a monthly fee for any response you file after 1 2 months from the date of 
the first report. 

Yours faithfully, 



ANTHONY MURFETT 
Examiner of Patents, Section B3 
Telephone: (02) 6283 2243 

Telephone contact: SHUBHRA CHANDRA 
Senior Examiner of Patents 
Telephone: (02) 6283 2264 
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